
A&DWINEEMN&IW. 
EtXNITBS 
ATm:JEmY wws 
l555hmfmmEwm 
MILPm, CA 95035 

A.R.C. LASER AG 
ATIN:DANIEL I3xFER 
2417 XUIH 3850 hW!T 
SALTLAKECITY, Ul'8484120 

AEEwrrm 
ATm:a-msI?NELLIawKm 
DEm. 389, HIEG.AP30 
2OOAEBTrPAFtKFaAD 
AEmrTPARK,lLaO64-6157 

AT3Krrm 
A!nN:JILL s?%xETr 
DEPT.389,AP30 
2OOABKmPARKmw 
ABEuITPARK,IL60064-6157 

FlmGlKm-INC. 
TSJTINzmEm 
l29oHi+lwmDm. 
ST. PA&M?55110 

xaMEmc4LaxP. 

510(k) NJ: I(002115 

ETXNElm: 408-263-5333 

510(k) m: KM11511 
PFKNElND: 801-972-I.311 

510(k) m: Koo1616 
PI-KNIKI: 847-935-2531 

510(k) EID: KOO2l.26 
PI-KNEND: 847-9374085 

510(k) px): KDO2323 
HSXEIKI: 6516538512 

510(k) ra: It993248 
ATIN:JmILLamR PH5lE'm : 6l2-513-9227 
682BAVE. 
oaLDlENmLLEY,pU55427 

ALamtlNmmea,Lm. 510(k) m: XXX214 
ATI!N:MIa-PGLEPF'LEWR X-KNEPJD: 817-551-4877 
62OlScmHFREEwa 
Jn?TXRIH,TX76l.34-2099 

AID.mw,m. 510(k) B0: KDol235 
DISINFXTIW =(N ID 100136 
A!FINzFWXHHLARXN PHXEiN3: 817-551-4702 
6201 SWlH l?REEWM 
FcR!lYWfUH,TX76134-2099 

AwAStzlmmnc~IGEpi,INc. 510(k) m: K994398 
ATIN:N?iIsHo K4m FKNEiE10: 85%350-9798 
ILL494 scxma?m lmLTaEY m., 
SuIlLE F/M 
SANDZXJ,CA92l21 

DEvIcE:A&DMEImxL~ D~-~O~PC&~JE~-~~~DIGI?TALBLMI>PRJBUR 

SEDEcISIoNmDE:25JuL-2000 a! i"; ( 
510(k) tZmTmmC 

'-,;, . 
', : i.- 

DEVICE: 04.x OwmpIIMICpHJrTDI~ 
SEDlxzIS1mMADE:19-JuL-2000 
510(k) SUtMARY AVAIWBLE FXM Fm 

DEvIa: mIFImm m - ~WMHO.9%scDIUMCYXCFUDE 
SEDEXXSICNM?UX:~~-JUIF~OCO 

510(k) ZX?UBBw 

510(k) tmnmm?r 

510(k) m Am ti m 

DEvIaz:~sIz~~ 
sEmCISIcNMADE:l2-JuG2OOO 
510(k) SU4F@Y AVAIUBLE FKt4 m 

DE5m.E: OPM-FREE EXFRESSMLJLTI-mDIS=mm 
sEDEms1mmDE:1O-JuL-2000 
510(k) SCMMFtY AVAILMLE FRX FDA 

DEvIa3: m-FREE -wFurEIN FtMNER/EPMULTI-RIRPQSE 

sa:s1cNmm:03-JuL-2000 
510(k) .SUMARY A= FFn+f FDA 

DEvIa3: Ilslntn-VIEW alcAINE 
SEDECISICNMNB: 27-JTJL-2C00 

(-)uluNEmm 

510(k) SUMARY AVAIMELE FEXM FDA 



st.EmrmADDHEssLImmmv~ CT 510(K) 
FmJ?INALDEms1cNsFEmEmn 

- CR 510(K) - 18-A&-2m' 
DuRImTHFIPERI~o1-JuL.-2m 'XHFC%H3lJuG2ooO pase2 

ALFA~C~IGNS,INc. 510(k) m: IQ94404 
Rrm:NAImu bnrKz PKNFINO: 858-350-9798 
11494 ScxENm VATJXY RD., 
suITE F/M 
SANDIEXQCTi92l21 

AT.LmSfzImnmcDES1GaJs,INc. 510(k) m: K994409 
FiXNEm: 858-350-9798 A!I!.m:MIIsHo K4ra 

11494 SfxRENm ic4LLEx 
SUITE F/M 
SANDIEX30,Gi92l21 

m., 

510(k) NX KC01314 
PIEFEND: 516-433-7676 

axP. 510(k) Xx KOO1739 
cF7xJrAL~ Eww;TABLEmINp 

HXNEKI: 847-785-3337 

HJItumGw 
MXJWPARK,IL6C085 

ALLEGm-m. 510(k) N3: KC01924 
(INIENP-a(5OMI- CRLESSI 

ATm:EKmA SEIHI FKNEID: 847-7-3337 
15ooWUEGANW. 
Mx;AwPARK, IL6m85 

510(k) ND: KCNX383 
Pr-Kmrn:818-662~18 

AKr MFG., lN2. 
A!ITN:BX.L DEMXN 
510 FaeaREE LnIRY m. #5 
--, ON, 

510(k) m: KDO1401 
FENErJo: 416 745 4739 

-, INC. 
zzcROO2 xxx 
ATIN: JE?w Dwas 
2310 BWL - 
ST.-, pwn=, 

510(k) IW: ICI01306 

Fi-DlEKl: 514 336 0043 

510(k) SLN?U?Y Am ERX EDA 

DEWICE:?JEmUXE 
sElTEc!ISIQJ~:25-JuG2ooo 
510(k) m!?nmmr 

DEvIcl3:----~LATEx -cNm,m 

SEDFCISICNMDE: 27-JUb2ooO 

510(k) SLPFARY AVAE?iEE ERX FaA 

DEXICE-i??EFUNLATEX FcxmzR-FREESDRxcALGmJESwIm~ 

SEDEcIS1mMmz:14-Jm-2cxm 
510(k) W AVAIIABU FXM EnA 

DEvIa3: scnTmmm 'V 
SlsDEmSIoNMxE:O5-JDL-2000 
510(k) i?mfmmm 

DEvIa: z4m TEEmmmTC~,~748pKT 
SED.ExIS1mP:l.2-JuL-2000 
510(k) SUMMY AXVIABLE FXM FWi 

DEvIas:s?rmfKs,~swwzz(3Rm1xxx,~ LmK,mELsLxxYY 

sEDExxSIcN~:20JUL2000 
510(k) tTmm!mr 



ANSELL-m. 
ILTIN:ILNDMXWAIN 
l5ooINxFlRIAtTrw) 
P.O. BQX I.252 
mIfnN,AI.36302 

zasELLFEFmYIPc. 
TYLE38 
ATINzJAMESRCHWZRXN 
1875 = AVENUE. S.E. 
tGsSm,a-I44646-7199 

ARRH m., INC. 
Hl3?zTWH!SDNICXEL 
24mlsmvnuzRD. 
READINS, PA 19605 

AwwxaRE-. 

ATIIN:ErrYMJCCNS(I;N 
595 rKxni -AVE. 
-, CA94086 

T&samim-aRp. 
ATm:GARY LlARLms 
115 ET&x IJmEN 
I, AR 72756 

ATL DLm, IE. 

FEiizsF J - 
B&EL& wA9E!O4l-3m3 

xrRlulMED1moJRp. 
ATIN:Jc6m3PDEm 
5 m DR. 
I-lumcN,MIo3051 

510(k) N3: KOO2101 
JT33lEN.D: 51s798-1215 

510(k) Ex3: KOO1883 
J?FKNEiN3: 334-615-2562 

510(k) tX)z Icoo 

PKNEPXI: 330-833-2811 

510(k) NZ)z KOO1587 
PI-KNElNJ: 610-478-3137 

510(k) ND: KOO1904 
pIcNEm:408-736-0224 

510(k) ND: KOO1936 

PKNEM: 408-736-0224 

510(k) m: KM30869 
PI-KNENJ: 501-636-5776 

510(k) m: KM32003 

BINEM: 425-487-7602 

510(k) ND: 1QO2093 
PHIEND: 603-8m-1433 

Dlislla:~I~CS ABSCXSSICNBILIAwDPAlWfXcWHETER 
sEDEYXSIcNmDE:31-mL2ooO 
510(k) sDXmm?F 

510(k) m AVAIUEWZ FF04 FDA 

DEwIac:l9GAPLemcFrfmamm~~~ 
SEDmISIcNM!RE:l2duL-2000 
510(k) SCMARY AVAILABW FXN EDA 

DEVICE-naJarJrrca,UNIT 
SEmc!ISIc3NMADEi:l7-JuLl-2OOO 
510(k) tm%!mEm 

DEvIc.lkMcmaxmE-,-~,Fo(IIswITM,~ 

SErrmrrsI(rJ~:1~2OOO 
510(k) SLM#RY AVAIIABW m FIlA 

JIWIa:IA-m 
SEDEx!IS1mmDE:19JuL-2m 
510(k) SWWRY AL4ItXBU FT0f EDA 

SEDEmSI~mDEi:13-JDL-2m 
510(k) SWWJ?Y Am FIXM FDA 

DEVICE:lXiXllMLITEMEsH 
sEDEcISIa?~:24JuG2ooo 
510(k) STAmMNC 



18-Aw-2000' 
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AtJsnmL, TX. 
ATm:RxaID DUDEK 
4101 bE9T 5lsr ST. 
cit-mm3, IL 60632-4287 

EAKXlNVDIS?LAYSYSTE?G 
ATIN:FFaNK !3Iuasa 
8524 VIIA LA JCLTA JXIVE 
smr~ 161 
IA JCXLA, CA 92037 

E?ARX)NVDISFUZSY~ 
Alm:lG?nNK FEKxsm 
8524 ViIA LA XXLA DRIVE 
SJI'IE 161 
IA L2cu.A, CA 92037 

~NVDIS.E?LWSYSIEEIS 
ATIN:FmNK FExxJsm 
8524 VIM IA JCUA DRIVE 
sL%cTE 161 
IA JOLLA, CPA 92037 

~NVDISPLUSYSTEW 
ATm:mANK EEmJscN 
8524 VTLA IA JCUA DRIVE 
suI(IE 161 
LA .xxLA, CA 92037 

~NVDISF?tMSYSlBM 
m:FEvINK JmaJsav 
8524 VEA LA JOLLA D%UYE 
sre%tm 161 
IA JCXJA, a 92037 

~NVDI!Z!LHSYSIVG 

SuITE 161 
LA JcmA, CR 92037 

~NVDISPT..AYSYiTBZ4S 
ATIN: FRAMC - 
8524 VlIA LA JOLTA DRIVE 
suI?E 161 
IA x&LA, a 92037 

510(k) IW: KOO1798 
Ft-mEm: 773-735-06m 

510(k) E13: KOO1747 
PENEm: 858-587-1147 

510(k) ND: wO1748 
PEDlEN3: 858-587-1147 

510(k) MB: KM31750 
PI-DIEM: 85&587-1147 

510(k) N3: KOQ1751 
Pi-IXEND: 858-587-1147 

510(k) N3: wO1752 
FNJ: 858-587-ll.47 

510(k) N3: ml753 
F'I-KNE ND : 858-587-1147 

510(k) N3: KOQ1754 
JBXEN3: 858-587-1147 

DEvm3: DCTITAN 
SEDECISICNMAUE:31-JL%-2000 
510(k) SLM%RY Am J!XM FDA 

DEvraz: MEDrs 2MP2 DCPIUlEADMEDICXLD IXXXTICDISPLAYSYSrPi 
sEDEmSIcNMADE:1~2OOO 

510(k) .XNM?WY AVAIUWE F'XU FaA 

DEmcx:MEms 5m2 QrPuwwD~1CTiL.D IPGIUXXCDISPLAYSY~ 
SFaDE(=IsIcNMADE: 27-JUL-2000 

510(k) m AD ERX FDA 

DEVIcE:MEDIS5MPlH -MEDImD lXX6TICDISPLAYSYS!Bf 
sEDEcIS1mmDE:21-JuIr2000 

510(k) SUMARY AVAIIABU FIXM FDA 

510(k) SUWGY AVAIIAEU m EDA 

DEVI~:MEZXS55M?lHS~MEDICALD~ CDISPLAYSYSTEM 
SEDECISImP:1~2m 

510(k) StBMRY AVAILAEU BRX FDA 

DEvIcx:MED1s wP2 DUAL-HEADMEDICALD IXXSI'ICDISmAYSY~ 
~EDI!XZSICNMNB:~~-JDLF~~~O 

510(k) tiXN?Rf AVAIUBLE F'RX FIlA 

DEvic33: l+fEms 5MelH DUXdEADMEDICRLD lXXXM:CDISmAYSY~ 
mDECIs1a?bnDE:19-JuL2ooo 

510(k) SWM7+RY AVAIUWX FFXN FDA 



B?wsai&m4B, INC. 
RI'IRPADLGSWTEICN 
14OOMXEi - SIT. 
Iamlmlm,NY14603 

510(k) NX XXX539 
FENE ND : 716338-8172 

B?ixTm-CCRP. 510(k) m K981089 
xrcN:- BLAmsmE H-mE ~83 : 818-507-5559 
55ONcRMmAmBouIEvARD 
tJiulwu, c4 91023 

B?mER-aRP. 510(k) I'0 KC01063 
Jsc146F7,Cl46HlT,51461;7,s146HF7 
lslwkJA43N 5tNrl.x Fi-DEM: 949-25s26.62 
17221REDHlLLAvENuE (IRVINE) 
P.O. mx 11150 
srQ?mAwL,, CA 92711-1150 

I?ixuER~~otRp. 510(k) NJ: I(002211 
NFwIai KMfJ m8151 
A!rm:JmwmERMPAINE H-Km3 NJ : 847-270-5825 
FCC. l2oAmJwILscN~ 
FaJNDIAKE,IL6007%0490 

m DICXINSCN INm!xIcNrfmRAPY 510(k) m: KOO2033 

ATiN:- RXD FfxNEM:801-565-2504 

iiti%YTE sr- I 

BEsrImL 03. 510(k) ND: KOOl375 
USEWTIH-DRJX) 

AT.m:D?wIDcYam PHmzN3: 706-862-2302 
579ELl)IscNm 
l4mm, GA 30731 

BIO/IWA OXP. 
m:~wscARpELIL 
155 GIBR%BJ? K&D 
P.O. Em 347 
I-KStW4, PA19044-0347 

510(k) Fax IO301891 
H-ENEiPD: 215-441-4ooo 

BICMET~,INc. 510(k) m: KfOl.374 
ATIN: PATRICIA sramcfww FT-KN~~: 219-267-6639 
P.O. Rx 587 
WwSM, IN46581-0578 

DEvIcs3: REND- laJL!lT-- tzxxmIa 
SB~ICNMADE: 31-JUr.r2000 
510(k) SM4fQ.Y AVAILMU FEICM FW4 

DEVICE:-mspEub;ysGT 
SBDECISI~~E:O5-JUL-2ooO 
510(k) SLWMY AvAzLABI% FlXH FDA 

EEvIm:--c~ !WEWXXUI'ICW~,M;DE 

SEDEXXSICNMRDE: 07-JD.L2CCXl 

510(k) SUWARY AVAIIABU FRX FDA 

DEWICE:aXLEXUEcX~CINFzxsICl'IPUMP~161AND~CI 

SBDECISIoNM?cm28-JuL-2000 
510(k) SUMMARY ASNUABU IXU FDA 

DEvIa.3: MI- ar!aLwImAN7uxm,mEL~31o-c 
SF,DECISICNMADE:~~-JULF~OOO 

' 510(k) SU!mARY XFZUBiZ tiX!XM XiA 

DEVICE:-- -w-B 
SEDECLS1CNMADE:2731;162OCO 
510(k) StMdARY AVAILWLE IXH FBA 



m-LImmcDIIH-- (a) 510(K) - CR 510(K) m 
FmFlmLDEms1cNS RIimERm~mpERIcDo1-JuL-2m THFCUZ31-JuG2ooO 

BICMET,~. 
ATm:MAw - 
56EasTBELI,DFUVEi 
POKX 587 
wiww,IN46581-0587 

BIcMET,IX. 
ATm:plrlBIm L+i?iNDRNm 
P.O. Kx 587 
ias?w,IN46581 

BICHET,IX. 
ATlN:TFWYJBICXEL 
P.O. Fax 587 
wm?w,m46581 

BICMEZl?,IIC. 
A!lTN:l!R?CYJBICXEL 
AIRKXWINW=XALPAFUC 
P.O. Em 587 
w?Gs?w, IN465814587 

BICNX -, DE. 

AcclN:luIJA Ata?EA 
S6-8L 
-, 

BIc#?iATE INC. 
A!rIN: ERIcv- 
6911 MEiLRXE AVENUE 
Lc6AwxJx!3, CA90038 

BIOFW,lX. 
A!lTNzaiERYLLiaPsINs3cE 
17 - fccmEzT 
FU7THUKN,MT48060 

BICHXN,INZ. 
ATIN:Exrl.w tL24IlH 
6W&IDR4RXD 
am~LB~,NM87048 

BICtX.W,II'C. 
m:m E24im 
6WAUENRXD 
azm~LE~,NU87048 

510(k) W: KCXX271 
FXNE ND : 219-267-6639 

510(k) rJ3: KOOl.350 
PI-KNE ND : 219-267-6639 

510(k) m: XXX376 
HDlEN3: 219-372-1761 

510(k) No: KfX12106 
FH3ENo: 219-372-1761 

510(k) IJD: KODl.378 

FiXNEN3: 35833165600 

510(k) t0 KOO1530 
F¶-KNENJ: 323-549-95CXl 

510(k) ND: K990165 
pH=NEND: 810-982-7777 

510(k) N: K.993684 
FKNFiND: 505497-2712 

510(k) 1u3: K993685 
PKNEN3: 505-897-2712 

laA&-2mo' 
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DEvIo3: -sPIDERpLATEs 
sErxcISIm~:14-JuL-2m 

510(k) SU44ARY AVAILAEU FRCM FDA 

DEVIC3Z:PATlB?TPPQKHED~ALuJy~ 
SBDEcIS1mMNx:2GJuLF2000 
510(k) SUMRY AVATIXCE FElcM FDA 

DEXICE:TI-p(Ax lJFumuSI0 cpc;E 
SEiDEmSIa?MADEi:2c-JDL-2ooo 
510(k) S04t?GU AWGLABIE FFCZ4 FDA 

DEVtCRNEWBIO4SXFE ENcoHE7D,TAFERADAEmR 
SEDFCISICNMDE: 274UL-2CXXI 

510(k) tX&MARY AVAIL?GU Ff0f J%M4 

DEVICE: BIaUFF, &sIRElS 225718, 225728, 225736, 235718, 235728, 235736 

SElxcISIm~:28-JuL-2000 
510(k) SUHARY AVAIUBLE ETU4 FaA 

DEVICZ:THFaBIG'WIEBICCLJl'CX+NIUIU4YFIXRTI~sYslF?d 
SBDsxxS1mMmB:21-Ju&2cco 
510(k) SM47iRY Am J?XN FIlA 

DEVICYkBIOTARA~~ 
SBDIccISI~MADB:1~2m 
510(k) SU+MFtY AVAILABU FFCU Xi?i 

DEVICE: SPINALPAD 
sEDECISIcNW!DE: 19-.X&-2000 
510(k) Sm!mfEm 

DEiVICE:BIOPXX 
SEiDEcIs1avM?cm18JuG2ooo 
510(k) SIN%MWT 



Bim, ix. 
ATIN:BLrKH st4Im 
6WLLIENF0AD 
axmxEs,Nf87048 

BICGENSE vimsTER, I#2 
mMAFtIADOCH3A 
3333 DIRKNDCZNYCNRD. 
DIPmM3 BAR, Ca 91765 

BI- ELsl4m3, INC. 
ATIN:axLEEN HIlYrcm 
8000 - DR. 
Italms, IN46250 

-LABS, IE. 
zmN:a BrAna 
9624sxnFIJoHNm 
UNiT 101 
E?AWAFE-, CA 90670 

E#musm. am. 
m:JEFF TIEmmExm 
228 LAKE - HIIL 
sANEwINcIsoD,ca94132 

KSKNJC~. 
ixn.N:F0FERTJMIU-lALJX 
CNEEKSKN S3EMTFIC.m 
NmRIcx, MA 01760-1537 

F3Ixamx-mm 
zxrIN:JlEFFEw EmDFN 
54RXXcIfuIMIDRIvE 
O'ZWKPJ, MI 63366 

ERIDGERBICMED,~. 
rPI!?:=GRDEFER 
243ONXEI7'IHAVE.,~4 
BDzppIN, m 59715 

510(k) pJ3: IS93686 
FKNEEx3: 505-897-2712 

510(k) I0 KCMX390 
Pf-KNEM: 800-729-9010 

510(k) PJD: ml894 
H-ININ3: 317-849-1793 

510(k) N: KDO1608 
PKNEN3: 8OCXO7-8818 

510(k) m KOOl.391 
Pf3XEW: 877-722-6687 

510(k) Nz KM32084 
PIDEW: 508-652-5801 

510(k) PJD: KOO15% 
FFKlWN3: 636-978-8846 

510(k) NiX K9944l.3 
Ff3CNEPD: 49 89 9915680 

510(k) N.X K994032 
FT33lEM: 406-586-7666 

DEmcE:LIQEPAnH 
sEDEasIa?MADEx18-JuL-2000 
510(k) fx?tmmE 

mm: BI- wEBsl!m-am- 
sEDlTicxs1cNppIDE: 21-JuL2cm 
510(k) SEWMY AVAILMU F'RX FDA 

DEvIc33:~m~mm- 
sEDEcIS1cNt4xE:O6-JDL-2m 
510(k) - AVAIIABIE FRX EDA 

510(k) SLMfhRY A- F'FXX FDA 

DEVIa: "BCNUS" MExlANIa - 
SEDEcis1mMADE:24-JuL-2m 
510(k) - AVAIIABE FFCH FaA 

ma: MI-IVE - FLExEcm II 
sEDEcISIa?~:19-JDL-2m 
510(k) SW47BY A- F'FUX FDA 

DEwraT: LIFEPX 
SEiDEcIs1cNMmE:OGJuL-2ooo 
510(k) SUbWiRY AVAIIAEE FRX FDA 

DEvIa: - 
SEDEc!Is1cNM?cE:l3-JuL-2000 
510(k) SUMWiRY A- ERX FDA 

DEvIcx:FTduso-~caRDI-pATcH 
SEiDEKXSIcN~: 07-JULt-2000 
510(k) SLMfARY AVAILMU FRX FDA 

B-Am-2000' 
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fiuEmmm-LimmcDRH-~ (a) 510(K) - CR 510(K) 5TREMXB 
FCRF'INALD~SICNS RENxREDDIIRIlvGmpERIcDo1-JuL-2000 THKXKX31JuG2ooO 

CAGUARD, LTD. 
ATIN: FMNKMIEWIS 
6258~~KNlE. 
MEz4FHIs, TN 38120 

-m. 
ATm:JAta BEUS 
10161 HIBB RXD 
w, CA 95014 

V S.P.A. 
M'IN:GlJJLINQ I.ANWUM 
vIASALIm22 
czsIzGpwx;IcRE,BIHLx;ML, 

awENDISHs(xnTIIc. 
ATm:PAuL TRESE 
PF#XUXSDIVISICN 
7301SanHPFmuA 
I, 03 80111 

cz3lmuxINc. 
ATm: Sam OCHN 
770 RJs?ER RXD 
EiHEum, CT 064844458 

-n, IN2 
zfcrl.N:n T.w?Kt 
21zilNxRmsT. 
cx!xlm B?iY, NY ll771 

ci?mmmDmIcaLDEvI~,~. 
lxIl.TN:-N- 
llOCOCm?iRAVE., SDiTEl.30 
asxEL4Qcn44106 

-LIGHT -IEs, IN!. 
ATrN:m aJRluE 
26145 = DR. 
.zzwl!A (XARIm, c4 91355-1137 

510(k) NJ: K992182 
PHIEm: 901-682-0417 

510(k) tn KOOl.371 
PFKNEttKl: 408-517-2522 

510(k) mz KOCOB37 
PI-XXElID: 051 700 877 

510(k) m: KNU.296 
Pi-KNFiNJ: 303-792-7427 

510(k) m: KC01050 
PKNEiM: 203-929-5582 

510(k) m: wO1822 
PKNEM3: 516-624-2424 

510(k) m: IoDolllO 
H3xE NI : 2X-791-6720 

510(k) m: KOOllll 
PI-KPENO: 972 485 ooo58 

510(k) m: KC01698 
lMLNEPX3: 8c&294-2989 

DEvIaz:cAGuwD,Lm.PSP(paTrslTEPFvxamR) 
SBDEtXSICNM7+DE:18-JUL-2CXX 
510(k) SIMFMWT 

DEvIm: (YzwzmAscENDING-m (ABC) 
sEDEIXSICNEpIDE:O7JuG2ooO 
510(k) SUM4WY AVAIUBLB F'RZM !XFi 

DEVI~:PUMADENCALCHAIRANDDNIT 
SBDFms1mMADE: ll-Juls2000 
510(k) m 

DEVICE SPINATdCiXDAND llsrmLrma TFKTIa SYm 
SBDFCISICNM?QE: 17-JUL-2OC0 

510(k) SUNdRY A= lT04 JmA 

DEvIc33: - 
SEDEmS1cNmDE:21-JIJLF2m 
510(k) W 

lIEvIa: lm V-BAG 
SEDECISICNM7QE:O7-JUL-2ooO 
510(k) m 

DEvIm: (ww l4mELl.5 
SElYxxCIS1m~:05-JuL-2000 
510(k) SW@RY AVAILMU FRX FDA 

DExIcx:~,bmELlOOca 
SFaDBCISIcNMADE:O7-JUL-2ooO 
510(k) sLpp91FFz AVAIUBUZ FRX FWi 

DEvIczl: MIcm LINK ENDCXQPIC FTBER WiiLE, Kp3EL Bl-90159 
SBDECTS1CNMADE:17-JDL-2000 
510(k) m AVAIIABW F?XM EDA 



as-EREm= 
1 
Itim:mJA ExwxNAs 
I.249 @AmY IANE 
SUITE100 
pLJGwwm, cl4 94566 

axa!mL sfzxxrlm, INC. 
ATm:Ja-lN H?aDEN 
508W.5THAvE 
pl?Qmmm, IL60563 

mx, INC. 
mnJ:KAREN l?Rt+Dm 
925 socrm cllJ.mi Pm 
P.O. Kx 489 
matabmm, IN 47402 

ax!D1saxP. 
T 
ATIRKAREN WILK 
7luaEm=NDRIvE 
FaRREq NJ 07059 

omxs aRP. 
ATm:DEmI!ssGsuFiTN 
14201 N.W. 6CTIH AVE. 
l4lxMruIKEs, FL33014 

(XXIDIS amP. 
?mN:m Jua 
14201 N-W. 6UIH AVE. 
MIAMILAKES, EL33014 

DATEx-cmEm INC. 
?silN:JcELl KENr 
3HImDR. 
V, MA 01876 

DELmRmxcxLSY~,~. 
m:m c%FsPIN 
1621 ALXN F%RKMY 
IIZVINE, a4 92606 

DEEwzv.xxm 
A!rm:xAREN JTJIKaK 
325 PFMMXNT DR. _ 
RAYEWIM, MA 02767 

510(k) E13: KDO1746 

?iFCNEm: 925-249-8031 

510(k) N3: I@93420 
HDNE~: 630-357~wO8 

510(k) E1D: KC01087 
FTDJEE1D: 8m-468-1379 

510(k) M: KDooo62 

PHXEIKI: 908-412-7257 

510(k) MX KCXXl35 
PI-XNE~: 305-824-5283 

510(k) M: KM)1843 
HENEM: 305-824-2531 

510(k) EID: IaX%47 
l?kmEm: 978-64oam 

510(k) ND: KOOl317 
FKNEMJ: 949-250-3200 

510(k) m: KOOl.340 
FENEND: 5OL3-828-3704 

DEYICELICHEHEER EUEEDDICDEAF@AYllLSERSYST@.f(F2MILXOFlFXWCE 

!EiEDExxs1~~:19JuG-2000 

510(k) CXMQECY AVMIXiLE EXt4 EDA 

DEvIcYs:axmaLExzLmImINC,~CS3101 
SFiDExxSIcNMADEi:19-JuLF2caO 
510(k) SlXEMIQ 

DEVICZkEISKKlXX~ 
SEiDExxs1avMrm:2O-JuL-2Om 

510(k) SUMMY Am FXCM FDA 

DEvIa: asDIS TlvPE?a~~mvAFILTERAND-aKI 

iXDECISICNXADE:O7-JDIr2COO 
510(k) SLM?iRY AVAIIMLE FXU FaA 

DEVICZ:6F&7F-~ (mIFImm) 
SEiDEaS1mmx:03alL-2000 
510(k) SUbMRY Am FEy;M FaA 

DEXIa: S.M.A.R.T. NI!RXL SIEZ'E ~CBILIAFUSYS'JEX 
SEDEmSIavMnDE:18aJL4-2Om 
510(k) SUMRY AVAIUEEE FWM FM 

DEVICE:IXEX~NEXWJRKANDC%NXPAL 
SEDExxs1(3NmDE:13-JuL-2M3o 
510(k) ZXM@RY AvAILABlE ElXX m 

DEVICE: ARIA 
SEDEYzr.S1mI@DE:21-JDL-2000 
510(k) SMd?iRY AVAlUX!U FFUX ElX 

DJZVICZ-~SY~ 
SEfDzISI~MmE:26-Jucr2Ocxl 
510(k) m AVAILMU ElXM FaA 



-ADDRESS LT.slmGmmmm (=) 510(K) -m510(K) - 
FtXFTNALDEK!ISIcNs FaimEmD~‘MEpERIcDo1JuG2m~ 314UL2000 

ii!EEe- 
325-m. 
rwtNW4, MA 02767 

DEPuY(xtnKlPm1cs, lx. 
A!t'IWM?UX!IAJARERI'Z 
700 cTaE3mmICDR. 
wmsw,IN46581-0988 

LmuYaawxAEDIcs, INC. 
ATIN:-c~ 
700 a?!ImPAErncm. 
P.O. Em 988 
w?m?w,IN46581-0988 

DIAMEDMCC%?P. 
ATm:L!iNNE bYMRLm2 
2140 FXXOli MIAMI AVE. 
MIAMI, FL33127 

DIDEXX) 
ATIN:RmNA FuzBmsm 
49 I?IAIN SIREEI 
xx&l w, M?i 0276c4l.53 

EBI, L.P. 
lmN:m WILF 
1OOINI%CNXHwy. 
FnF?sm, NJo705G1079 

EBI, L.P. 
ArIlN:lxN a+pzmxm 
1OOIrmREMx~. 
FTARSW, NJ 07054-1079 

ELIMAN INIL., m. 
ATIN:l?FtaNK LJN 
ll35FMIRYGAVE., 
EraaN-. 
I3mLEiT, NY 11557 

510(k) ND: KCOl.372 
PfKNEI153: 5OE828-3704 

510(k) Wt KC01778 
EENEN3: 219-371-4944 

510(k) NX Km001982 
PI-KNEM: 219-371-4904 

510(k) Kh KOO1707 
PKNEND: 305-324-2354 

510(k) m: KDOl388 
FFKNEKI: 5oa643-0434 

510(k) NX KOO1357 
PEKNE m : 973-299-9022 

510(k) 1vD: KC01794 
FWIEID: 973-299-9022 

510(k) Kh KDo1407 
pI33IEm: 516-569-1482 

510(k) I0 KDO1194 
l%XNFim: 219-262-2060 

DEvIa: E-z LINK cxxs axQacim 
SEDECISI~~E: 27-JUL-2ooO 
510(k) SUMMY AVAILAEU F'FCM FDA 

DEsncx:~PFamYHIPFTKxmEsIs 
sEDEZISICNMhDE:O7-JUL-2ooO 
510(k) !XHGXY AVAILAME FlXM FDA 

DEVICE: TFJ-uxx HIP STEM 
sEDExxs1cNmDE:26-JuL-2000 

510(k) SNMAFtY AVAIUEKE FKM FDA 

DEVICE:DIAMEDIXIS-V IG?fcapruRETESTSYSTEM 
SEDEr!ISIcNMADE: 07-JUlh2000 
510(k) SBWG!Y AVAILABLE EFCM FDA 

DEVICZDRIRMASIER PEEwSIcNbsxmxmmSYsrQ4 
~DFaS1mNADEx28duL-2000 
510(k) SUMhRY Am FTKM FlR 

510(k) SumARY AKUIABLEFKMFIIA 

510(k) SUMARY Am FIICM EDA 

DEvI~:srERI~m--slRIps 
!sFlDEcIsIcNK4DE:ll~2OOO 
510(k) m AVAILAEU ERX FQA 



fsumammADD~LT~FcwcDRH-~ VW 510(K) - CR 510(K) m 
FmFINALDEcIsIa?sFaBlO~~~PERImo1-JuL-2OOO~ 31-J'0&2000 

ERIu-IJAEmxa+Ea 
A!rlN:IlAFmY l4zDxx 
22705 SAVI ItAtKX F'AFUWZ 
nxF?A IJNOA, al 928874645 

FWOON, INC. 
rn:PGWMW 
ElxIllE 22 PEST 
simmaLm,NJ08876-0151 

ExcxL!mz-I.L!m. 
A!rm:cAMEFcN l4?HN 
2568ERISIULCtE@ZE 
af4Kuw a=Q.m 

FITWDIPPED PFcmcrsrn.La) 
ATIN:JQXPHJEPEREIPA 
14-AaKHINExYEcRr~m 
KNE,K#== 
I(ERAzA 

FWKNA D.D. 
ATm:KmAlrGJA-m 
- 7, 
-, 

510(k) N3: Koo1502 DEVIE: AEmsx.4 ~~sYsIEMAPsm,M?DELAPsm 
EJKNEE1D: 714-283-2228 SEDECISICNMDE: l2-JULr2000 

510(k) SIRlBBm 

510(k) m: KO01494 DEVICZ: lclm?ImcN To Pl+zMFT IFPOP 
liKNElN3: 011 498 152700139sE DECISICN MNX: 07JuLr2000 

510(k) m: Koo1625 
E3XEiM: 908-210-2457 

510(k) Xx KOO1166 
Pf-KNEhKl: 905 829 5300 

510(k) ND: KOO1715 
PkDEN3: 914 844 21983 

510(k) Wz KOOl527 
PHliEN3: 386 6l.l 511215 

EFDBNUS MEDIChL CaKE ElxM AMERI5lO(k) hlD: RN1873 
9100-O 
m:AEmaTR ELLDmmD Pf33ElXl: 781-402-9068 
95-AVENUE 
LExmxcN,HA02420 

FWT D!fm%I~ LI!zclm . 510(k) ND. mK994265 
m:m - !CKNE~: 852 278 64218 
uwr 103, 23/F, LZW PLAZA 
788cHEmJsswI,ww. 

FWIDYNMICSLRCCED 510(k) m: K994266 
A!rm:Kfa I3zmxHI PIENENJ: 852 278 64218 
utnr 103, 23/F, L&S PLAZA 
788aBLJIvssmM4NRD. 
-, 

18-At?s2Om' 
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510(k) SBM!aRY AVAIlAWE FXt4 FDA 

DEVICCPKKNA-svIIuRE,USP 
sEDEcIs1cNM7ux:1o-JuG2ooo 
510(k) SHQRY Am FX.M FDA 

DEsmm ULTPAv-c- 
SEDECISICNM?~DE:O~-JULT~OOO 
510(k) SlpeipIKy AVAIIAEU I!RN FnA 

DEvIa3: Fc&amm F!AlTEmmcN-,IATEx 
SEDECISICNMDE:05-JOL-2000 

510(k) SmImENr 

DEVICE: FwKNAFlDELIs ERzYxIxiERsYsm4mp13cEsoRIEs 
sEDEX!ISICNMADE:27-JUL-2000 
510(k) SU44ARY AVAILMTX ?TaX lTXi 

DEmceHmxxaFEP~~m~Bu3ooL;(NEs,MJDELO4- 

sEDExxs1cNmDFl:2aJuLY2fxlO 
510(k) sIpF94w AVAILAEW F'RX4 EWi 

DESlICZi:MElXSMhDIGI'lXT!ENS 
sEDEcIsIcNMADFI:~2OOO 

510(k) ,SINWEm 

DEvIcm lv.ENs 2010 
sEDEcIs1oNM/ux:O6-JuL-2000 

510(k) scA!mmn 



-REmL~ 510(k) N: KOOll56 
cmALxs1sHLIxI)mmsET 
A!rm:EEziITA~~ PiXNEND: 303-231-4637 
1081OW. CXXLINSAVE. 
wcEw=oD, (I) 80215 

GcI+l4ERIcA, lx. 
ATIN:'IERwLJcRITz 
3737 WEST l2m FiaREzr 
AcsIP,IL6asO3 

510(k) t0 KfXEd8 
PH3Ei ND : 70%597-09a 

Gc AMERIm, lx. 
mTEmYLJauT2 
3737 WEST urn i57lmmY 
ALsIPJIL60803 

510(k) Ex3: KOO1730 
HXNEND: 70%597-09oo 

a mqnnm MmrGiL .sYm, IC510(k) E1D: KOOl.268 
A!LlN: DAVID WHLJG FHXEPD: 414-362-2090 
82CQWEZXlUGERAvE. 
iarmuaE, WI 53223 

a t@RyzTm MEDIc!?iL SYSIBE, IhE510(k) fJ3: KCOl359 
ATIN: LWID PWLIG Pi3.3EN3: 414-362-2090 
82OOWE!?lT!lCNEEtAVFi. 
lQxJmmE,WI53223 

HAFDYD~CS 510(k) fx): KC01728 
m:- Tl?AYuu PHIlEND: 805-346-2766 
143OWEscxxxxLAta 
szwm MARIA, CA 93455 

-sDNEpH3 510(k) E1D: KO01959 
BEr.JmcxAm(2OOMI~cRLEss) 
lnm:NuRu AISYAHKCNZ FFKNEND: 603 634 2177 
9J7uNKuAmLKILIuv~ 
KEscmINKlslRw~ 
K-t 

510(k) m Kool242 
FFKZlEN3: 215-675-5200 

~-nwc.m MEDIm SYm MEFtICA, 1510(k) ER: KO01334 
~:DCIX;IAS 'rfa- Ffna?.m:330-425-l3l3 
1959 Sm4IT aMaFa3 PARK 
'lwnmxm, CH 44087-2371 

SEiDEcISIcNmtE: 
510(k) rtzM%mm 

DEvIa: -IA 
sEDEcIS1mMmE: 
510(k) SBmMEwT 

DIEVICE: Gc ma 
SEDECISICl?M&DEi:l7-JUL-2000 
510(k) srm?mma 

DEVIC7X:aAsH3ooo/4COO~- 
!sElLExXsI~~:18-JuL-2txJo 
510(k) SUMARY AVAXABtE FFXZ4 FD?i 

DEVICBHAFDYDISK -cIN, 15pIoG 
SEiDECISICX?MADE:27-JuL2ooO 
510(k) EmQEMmT 

KlEVUE:lXXGWHJ~ UYTEXSURXCYiLGLC#E,WITHPKJTEINCCMlRTFJJ! 

SFiDE?ZE1CNMXE:26-JUL-2000 

510(k) sSm!mma 

DEvIa:-INEANll,mcppj 
SFlDFrIsIa?b!AD.E:1~2m 
510(k) StBM7UY AVAIIMLE FFCZ4 FDA 

DEvIcYz:HlxaiI~sII 
sEDFEISICNM?tDlZ:~2OtXl 
510(k) SmN?@Y AVAILAFU FFCt4 FaA 



m-LImmmvm (=I 510(K) - CR 510(K) - 
~!?IMLDEZISIcNs~ DuRImmE!PERImo1-JuL-2OcQTw,mJa 31-JUI.r2ooO 

1s2000' 
Pagel 

I-KNmmcAm 
M'IN:JiBWFEBA&iii 
359 VEWANS BLVD. 
Fummmm, NJ 07070-2584 

-1m cYslmmI= cm!?. 
ATIr?:KARm AIuIEMa 
59 Kxm3 17 
&ixmME, lU.3 07401-1677 

HXGDICA czsTEmIcs CDRP. 
ATIN: PARiO DILUN 
59 IamI!E 17 
~am,rmmm, NJ 07401-1677 

I-Kxam1c4m 
ATIN:mA= 
359 lIEmaNs END. 
m, NJ 0707G2584 

XMSEDICA cIxrEmI= 03Rp. 
ATBJzJBNCFERADAUDEUN 
359 - ELVD. 
~cmmmm, NJ 07070-2584 

1OOPASSAICAvE. 
(lI-wmM, NJ 07928-2848 

INEWS INIL., INC. 
A!rmzEsmAIRxfcHAmHmI 
562 lsr. xp8y, 2xI!D3 600 
-, 

lNxISE~Icp;L,~ 
ATIWDEEBAACLXN 
1025 IMELRIX PARl@N 

iz2E , CR 97132 

--. 
zaIN:Mxx; wmx 
3OOWEiSl!~AvENuE 
m,wI 53207 

510(k) m: IUOl385 
F'EKNE IS3 : 201-507-7283 

510(k) I0 KOO1419 
PFKNEN3: 201-7fB-8187 

510(k) E1D: KM)1844 
EKNElN3: 201-760-8117 

510(k) 1JD: KM1886 
PHXElN.3: 201-507-7283 

510(k) m: KC01957 
R-KNErJD: 201-507-7283 

510(k) m KDOl.228 
Pf33aEt m : 973-6359040 

510(k) N3: wO1092 
PIXNEN3: 2Oca44-5821 

510(k) NJ: KOOl349 
picNEN3: 503-554-4227 

510(k) FE): KC01729 
PHXE~: 414-747-1030 

DEWICZ:IXBMEDI~ cxixEmIaTw)mHE3u)~Is 
sEDEXXSICNMADE:27-JUL-2000 
510(k) SUNMY AVAICAEW ERX FM 

DEvIa3:scBARsHxTLDERQFFsFT-HEAD 
SElXXX!XCNMADE:27-JUL+-2000 
510(k) SW&l?W AVAILAWE m EDA 

DEvIaz:AP5cFTxATIa?Pm 
SEiDEcfs1avmm12-Jutxx)o 
510(k) SLMAFE AVAIUEUZ = FW 

DEvIaz:MxcmR- r-lrmEKNEETIsIAL-~ 
SEDEas1cNx?iDE:25TJL&-2000 
510(k) XMtARY ASJAE?BU l?FUd EDA 

EBvImmFMATIcN-PIN 
SEDEXX.SICNMhDE:O7-JUL-2ooO 
510(k) SIXEMMF 

DEvIa: c2EwERIc Euxll GInxxsEllEsTsIRIp 
SEiDEm!xcNNYm26-JuL-2000 
510(k) STXENEW 

510(k) SUMARY AVAILABE FRX FDA 

DIEVICE: lxxils 
SEDFcISIcNb!xE:l3-JuLF2Oco 
510(k) ETmmENr 





SuBMITlERADMiEssLI~mcaRH~~ (=I 510(K) steMWEB CR 510(K) B 
EmFTmLDEms1asFamERED DuFumn-EPEmmo1-JuL-2m THRXEH31~2000 

iti!!EF-IN 
510(k) Ex.): IX01445 
PIXNEM): X&672-0450 

110 Emr czl?waA Fjzwmmm 
sLJlTU3 208 P.O. BCX 36 
CIWND EACH, FL 32175-0036 

KARLsIII3Rzm 510(k) No: KOQ1630 
A!mi:KEivIN KEMAN FT-KNEMI: 31C410-2769 
600-mm 
UJLV5tCITY,~90230-7600 

KARLiTlau~~, INC. 
A!rm:!ImRY F!Emmma 
175 CXEXNA DR. 
(3xEDi, CA 93117 

510(k) N3: RXU362 
FHBEN.3: 805-968-5563 

ICIWSM -MCa, INElO(k) NC): Koo1423 
ATIN:= PAVLO PKNEND: 8X3-630-5554 
5905cI-wmmQAKsH(wy. 
!I!Atmi, FL 33610 

nimswr m J!&!ERrm, -10(k) m: KOOl424 
AlTN:;Ryx PAVLO HXNEID: 8l3-630-5554 
5905cHrwPNEJQAKspKwy. 
'rAuP& FL 33610 

IcAmswr - AMERIm, ItGlO(k) ND: KCQl426 
zsrlN:m PA. PKNEM: 8l3-630-5554 
5905cI+NmJmQAlcspKwy. 
!lMPA, FL 33610 

IaN?Mm, IN.2. 
ATm:JmL EiTimm? 
9229 cz2Armm DFIVE 
lGunx?c,MD2cN354 

510(k) W K994214 
PKNEhx): 301-983-1707 

IcIswmm L.P. --a .r --331--13 
A!rm:Am m 
3234ELzAIANE 
NwKmFucmY,FL34655 

510(k) m: KOCXH30 

P!-KSIEm: 8l3-645-2855 

LIE&mm., IN!. 510(k) m: xDoll29 
A!rm:JEEF KASOFF Pi-IXElEID: 281-491-6603 
4235GmEmRmRDR. 
tt7mFKm, TX 77477-3995 

DEVICS3:S?4ILIEpc 

510(k) m 

DEvIcs3:KsEA-~~~ 
sFllrEEIsIm~:19-JLTG2OOO 
510(k) SWMAFW Am lT0f FDA 

DEVIcE:KARL~3DvIDEloSYslEM 
SEiDECISICNMMX:17-JUL-2C0O 
510(k) SM-lARY AVAILMLZ FFCM FDA 

IlEVI~:KAcsLsLpII~ IvAm-llNI~a 
sEDEcIsIcN~:21-JuL-2m 
510(k) SUNARY AVAIIAEE FRY24 FM 

DEvIcE:Im@suMr-Iv~m 
sEDEas1cNMALE:21-JuL-2m 
510(k) SMd?W AVAIUEU ERW Fm 

InwI~:~-Iv~m 
sEDEcIsIcNM?m:21-JuLF2OOO 
510(k) W AVAXABLE FRXf EDA 

DEVICl3:~IQEESYSTEH 
sEDExxsIm~:19-JuL-2OOO 
510(k) STXBSmW 

x&AK&2000 
pase 15 

DEivIa: zuRIa3pEDvIlIRIc- DlS'EWXR, MXXLS 51-5-15 AND 51 

sEDECISICNMADE:2~2OOO 
510(k) SUWiRY AVAILARE FTXX FIlA 

IJEvIa: PfclKmz, l-rfELs PL50, PLloo, PLl50 
~DEcIsIcNxAQE:O6aJIr2OOO 
510(k) SDUWBTC 



LImsmEmDIEs, IN!. 
ATm:J7az - 
510 a.Enmmm Icm, SUITE 101 
KEZFALTS, ID83854 

I.c.EB-, DE. 
?SITNz~JhWEXLI 
2OcoMi?mEm (X700) 
k&smmU?, DC 20036 

IUN?JRCU?P. 
ATmzJ74fEsPFvLSm3 
726 HEAKLWO TRAIL 
MRDIXN, WI 53717 

LUNAR-. 
ATmzJAMEsPRASKm 
726 HEMEAND TRAIL 
MADISZN, WI 53717 

-, INC. 
A!lTN:FUXDGURXN 
4329 - Km 
SANDIECQCZ92~ 

510(k) ND: woo610 
EXNEND: 208-457-9409 

510(k) 0 KC01964 
HXNEE13: 202-261-1040 

510(k) EID: KOO1756 
PRXEtKl: 608-826-7425 

510(k) m: KM31812 
J?KNENJ: 608-826-7425 

510(k) PllD: K.994158 
PHINEIFD: 85&792-1235 

knmmxKm - Jml?XE 510(k) No: ml845 
A!rIw:m ?NKI pHlvE1x): 33383448500 
lOAIumps3LmImmISY 
V, 

lassm - -, INL510(k) m: KOOl275 
A!n!N:EEKr PIpssIE PKNEEx3: 925-560-2465 
6761SlERRACT., SUKZE 
DUBLIN, CA94568 

MED-vEy3 CmP. 
A!rm:LaNIsPPFccazF 
24 IiqK!sa DlxIvE 
NcIN!Z,WI53402 

510(k) N3: ICY30365 
Fi-KNEbD: 414-639-1740 

MmIuJLTA/S 510(k) ND: x991279 
ATIWHNAIDG~I HXNEN3: 619-586-0751 
9915c4.L cIsmBma 
SAN DIEkQ Ca 92131 

MEstIcAt~sIsSY~,INc. 510(k) ND: KOOl758 
=sw==a 
A!XNzSWl'DKIIUZ=N lT-K.NEND: 805-987-7891 
53OOAxxmFaD 
cTwnILm, CA 93012 

DEvIcI:LuNARFtEKmciExmumII 
SJzDErxSImM?!DFl:~2m 
510(k) SLW?RY AVAILAWZ FFa4 FDA 

ma: FTiDIAIIRIc REmREm m 
SEDECISIONWDE: l(lJuG2000 
510(k) CiLMARY AVAIUEKE l?FUf FDA 

510(k) SLPW.RY AD m FDA 

DESK=: v, axmKNIQrr4l8S 
SEI~:o5-JuG2ooo 
510(k) W Am ?FXM FDA 

D3wIcmREFIcN411 
SEDExxS1mMADE:13JuG2m 
510(k) SIZmNWr 

DEVICIE: GAsIluc LAVXE VALVE 
sEDEzIS1mmDE:26-JuL-2000 
510(k) t3nammc 

DEiVICZ:MEZXXULTUNIWRS& IvFaIDM 
sEDEmSIcNMADE:2O-JuL-2000 
510(k) RBMRY AVAXABLE FFW FDA 

DEivIa: rlm?3 9Ru-LIm l.cxfI-m CHpIIm a.NImL IlEvEm 1, MID, 2, 

SEDEXXSICNMADE:05dUL-2ooO 
510(k) SQWRf AVAXAELE FlXM m 



--LIsI?pJGmmm~ 
mFImLDEtc!Is1ms 

(a) 510(K) 
REmmmcuR1cEx;?HEpERIoD01-JuL-2000 

- CR 510(K) m 
!EHXZi31-JUL-2000 

E-Ah-2Occl 
page 17 

MEDIM3e~I~prrun=rs,~. 510(k) r.0 KC01831 
RITNz~Fb!XKUR ExNEm: 202-2638900 
815 CxNNECEm AVMJE, N.W. 
B,Dc200064004 

MENPURE OBXWATI(X'l (M) 9lN. EHL510(k) ND: KOOll65 

iiii&m IDG 
rJtELIEcLAIM(5oMI-mLEss) 

Pi-XXEiND: 605 776 5103 
m 14, JATAN mIPIrG 
--,=, 

MHYTDJICAVE, IbE. 510(k) 2vD: IS94141 
-, -1 -, -4&nooo 
ATm:sHEw! !L.FcDM PKm m : 707-566-1443 
3576 - PL. 
SmrAm, a495403 

-c- n?iNEK, INC. 510(k) ND: KOOl.255 
A!Im:RIu.i?iRD TFtmv@a F+KNE m : 901-39&3x33 
18OOFYFAMIDPL. 
lamPHIs, TN38132 

510(k) ND: KOOO8.87 
!?KNEfJD: 408-524-2255 

MmxNHmIcarAuLTnmmP/L 510(k) In KOOl370 
m:m I3zmrNs PHXJEM: 61 397 751234 
57MTERAVEL 
- DcPm, VI-, 

MIaa-cs, INC. 510(k) N3: Koo1966 
smwmANDl53u4,mmm 

m:- - E3x-E m : 949-837-37cx.l 
2GcmYEm 
mA.NE, CA 92618 

-HFAtMcaREINc 510(k) IUD: KOOO901 
No--m 
ATlNzMIGUELANEX;TYrJ PHXEiE10: 610-499-3383 
5ooB?iuwIN~ 
EiIcxsIu.aE, PA19022 

hlzucxm-mm 510(k) m: KDOO902 
lWlN:MIGUELA- PiEFiEND: 61M99-3383 
5mBPlLlwm~ 
ECOY-, PA19022 

DEVI~:~-DEVI~ 
ss:IcN~:ll-JuL-2m 
510(k) s'mrmma 

DEvIcE:-o=yIIIED~FREE,~ Ex??mmma?-mm 

sELzxxs1(3N~:05-JuL-2000 
510(k) SXREMwr 

DEsmx: -, IrvmA- azlzmOm, n+mxARY, KDELI s3L 3510; 

sErEEIsIm~:21JuG2m 
510(k) SUHARY AVATUEEE ERX Em 

DEvIa: DRX H8Alc 
sEtmxsIm~:2~2ooo 
510(k) SBM47Y AVAXABLB FTUd FDA 

D[EvIa: -c PLUS, l+mEL AP-100 
sEDFCISICN~:17-JUL-2OCO 
510(k) snXBB?r 

D?iVICE:RR?ARMI~~ Fm?A%18 [2.3F], 110 CM, 130 CX, 153 ~3, 

sF#DEcIsIcNMmE:2c-JuL-2~ 
510(k) SB%RY AVAILMU BR% FDA 

DEVI(E:KUNZBWE~ stJKz1mm 
sElxELsI~~:ll-JuL-m 
510(k) S&MARY AVAIIXU FRX FIa 



~-LI~FcR~~~ (W 510(K) - CR 510(K) - 
FCR??INALDECISIcNs F@mERED~THEPERImo1~2m TFlRxEH31-.JUL-2000 

Lur.764 
BIlxxD- 
355COBIKXR,ETRAK; 

NArwiMFGQ3.,LlD. 
AtTIN: E.J. SUSTH 
P.O. Em 4341 
txFKN, Pp) 21X.4 

NmFoscANIABs 
YN?ibPs (l29-256CnANNEE) 
ZtITNzlXWIDBJCNES 
5700auDrlFL,suITE100 
ELPrn,Tx79912-5538 

NEsamL S.A. 
A!I'IWKlW?NFESTRIN 
9109 atxmum.DRIvE 
Ixxcs?c,m220854 

510(k) E1D: KC01217 
=Ni,: 215-938-1499 

510(k) Xx x001497 
PKNEID: 605 434 8269 

510(k) m: KOO1619 
PKNEIKI: 605 434 8269 

510(k) Kx K993909 
??IXNElE33: 410-451x%39 

510(k) N3: xoO1910 
FENEIN3: 8l3 33088383 

510(k) m KOO1911 
PKNENJ: 8l3 33088383 

510(k) E13: KM)1912 
PHXEKI: 81 333 088383 

510(k) MX ml324 

PHsNEm: 915-S&-5600 

510(k) NX KC01231 
PN3: 301-279-2899 

1S-Aix-2ooo' 
Pase 18 

DEvia3: IIExoEvIEw 
sFlLExxs1aut4Am: ll-JtJL-2Om 
510(k) - 

SFdDE?zcSIm~:2~2OOO 

510(k) 6TaENEm 

DEvIc33: XJLrIsAFE EcmER EPEFI 
SEDEtxS1(sNMADFl:26JuL-2m 

510(k) W 

DEVICRNANMAVACUUMPUMP 
SEDEcIsIcN~:19~2ooo 
510(k) !maRma' 

rxivlm: nG92MImm 
SFiLECZSICNMADEi:O7-JUL-2ooO 
510(k) SMfARY A- FFCM 

DEVICX:IM-9AMICSDIbUClUG 
SE~ICN~:O7-JUL-2ooO 
510(k) SMhF7Y A- FIlcM 

IlEvia: l2MBMImm 
SEDliCISIcN~: 07-JUIr2000 
510(k) SUNARY AVAILABW FKt4 

NI?RILF:-,msTERiLE(BLrJE) 

EnA 

FDA 

FDA 

DESiZ: SEW! (32-64 CIXANtWj, ESi 2537N?S (65-3.23 m), =I S 

SE:sIcN~: xl-J&-2000 
510(k) StJbWW A- FRX IDA 

DEvim:mKALIx~ 
s;ELxicLsImM: llaJL-2cm 
510(k) SUbWARY A- FFCM FDA 



---mmm m (SE) 510(K) SMGFUES CR 510(K) B 
FtxJ?INALDExxs1mREr?mFm r.uRIE~PEFu~01~2000 'ElRXX31-JUL-2ooO 

NIDEU, INC. 
ATm:JEmY TsurslplI 
47651 W DR. 
Ffm%x?r, CA 94539 

510(k) m: K990119 
H-KNEEID: 510-22~5700 

NIPFomDIczamP. 
A!Im:Jxx - 
1445FLATGKEEK~ 
-,m 

510(k) NZ KOOl251 
EXNEN3: 903-675-9321 

IKN-mIvE- SYm, 1510(k) m: KtXU.369 
A!l?N: l+?RJIN A EiX%NER. M.D. PI-KNEpJ3: 305-534-3694 
184oW.SFAvE. 
MIAMI BENX, FL 33139 

NmINMEDI(=At,INc. 
ATm:RImPm 
2605EEFNmXXIANE,MXIB 
MINNEAw&Is,w55447-4755 

mm, INC. 
ATImFamYL(xMBRE 
73OmTImxxTFcsQ 
s0rI.E 23 
SUBmY, MA 01776 

NxmsYS~I~,~. 
AlTN:!tl-mhsc- 
687 r53. PASXXIAAVENUE 
-,c494086 

NmED, INC. 
ATm:NI- - 
286OmINsr. 
-, NY I2965 

NuvAsIvE, INC. 
ATm:L?lEmTn - 
10065aDQIcNEm. 
SW DIEGO, Ca 92131 

(lt+fKN-, IrE. 
A!tTN:cmMJ - 
300-H(wy. 
VERNXI-DUS,lL6006l 

510(k) PJD: KOO1930 
PKNEIN3: 612-577-3166 

510(k) mz KOOl.288 lxvI~:DFu.~II 
Ff-KNEN3: 9784404433 s.EDExxsIm~:2~2OOO 

510(k) E13: NY!03328 
EKNEiN3: 403-730-6300 

510(k) N3: ICIO1804 
PI-KNEND: 315-328-4491 

510(k) ND: IClOl323 
PI-KNEIW: 858-271-7070 

510(k) ND: KOO1848 
FfxNEim:847-680-6200 

DEsA~:EpIsIlAR~I~LAsERsYm 
SEDECISICNh?XE:27-JUL-2000 
510(k) SBW+RY AVATIHU ETCH FIlA 

DlivmC: sNIpER,~cR-3872xx~ 
SEDECISICNMADFGO~-JUL-2000 
510(k) SBH?iRY AVAIUEUZ ERX+l FIlA 

DEvicYz: REsPlEvR?rs, VERSICN 4.2 
sEDExxsIm~:2~2m 
510(k) SM4MH AVAIIMTB FKM EDA 

DEVI~?~:~~~CO,~~LE~~HEIDI?UISE~II~IMF~, MXEL8500 
sElxcIsIcN~:2O-JuL-2000 
510(k) SUH4tY AVAILAEE m FIlA 

510(k) SPMAFtY AVAILMU ECtd Fm 

I3lwia: -w 
SEiDECISIcNMADE:17-JUL-2OW 
510(k) SECB@WF 

DFxIcaQNwErl25A!lm~~ 
sEDEcIsIcNMAm:l2?suG2OOO 
510(k) SM4hW Am ERX Em 

510(k) SUN?SY AVAILARU ET04 Fm 

DEmcY3: ca4KN lIt?ELusENsEm~ ~KmELHpi-907 
sEDlsxzIsIm~:o3-JuL-2m 
510(k) tmfmm?r 



ssummmR--m(13wHm 
J!cRFYmLLmxSIcm 

m (SE) 510(K) StRMMES CR 510(K) B 
FmaEREDDuRIm'MEFmI~01-JuL-2ooo 'lRl?XX31dUL-2ooO 

cIPrIvm?IElCIEXHIX;Y, INC. 510(k) ND: K992414 
M'lWRE?GEJWBEXlLT pH3NElKl: 508-6434434 
49 FTAJN SIRa 
xRnixrrLmxo,MA02760 

cRUXXUNaDm=,W. 510(k) m: KOO1885 
w-KIT1 

ATlw:~ s-llmmN PKNEFKI: 7X-453-4041 
loo INDIGOcxEm~ 
Ixxmsmt, NY 14626-5101 

(xruamua-, Ire. 510(k) ND: KOO1167 
Al-IN: wILLlAM H.E. WN CEBSEN m m : 202-624-7249 
1001BWSYLWNIAAvE. FW. 
61HFLaR 
wA?xmlm,Dc2m 

(znsuKABmm.,Lm. 510(k) No: KM31032 
A!I!m:J?!MEswHARlus FFKNEND: 301-527-4719 
244OREsmRxEaxD 
Fcclwmx,m20850 

TfTlN: E. P. EK.F HAWAN 
3oooxENIu4IANErsLRxH 
KlmEwuS,~55441 

cmoBxYkcEtE3xm~ 

PAlxMEmmLmA,m. 
ATIWMAFUCJKAM 
6322 N.W. l8TH DR., S.lI'IE 170 
B, FL32653 

Fzscs3w, INC. 
ATIN: LINtlARD= 
l2750=42NOAVE. 
wEmRmGE,cD80033 

ATIWLIMNKDXUBI 
1275OWEW42Ea)AvE. 
wmTFuOGE,maOO33 

PKriE’Fa3 : 612-553-9464 

510(k) m: K993527 
PKNEN3: 325-376-0380 

510(k) p33: KOOl.516 
PKNEIKI: 303423-9504 

510(k) NX KCMX6l.2 
EXNJZM: SC&321-9813 

510(k) ND: KOOl3S6 
EFKNEm: 949-365-5701 

INXmUE5lOlk\ N3: RXMBO 

28202cnEmFa,SuM!E300 
rzsma NI%LTEL, Ca 92677 

18-Ab2m 
Pay? 20 

DEViU3:PKYKNBE74iTHERAPY sY= t-1 
SEDx!IS1a?tJ!?!m:21-JuL-2m 
510(k) SU4lAFX AVAIlAWE FXM FDA 

DEmcz:oPImNO 
SEiDECISICNMDEi: 07-JUI.r2000 

510(k) SUM#FtY AVAYUAEU m FDA 

DEvia3: m lrMwmsPmmAssAY 
SEDEcIS1mImm24-JuL-2oM) 
510(k) SUM?mY Am FIlcM FDA 

DEViC3k~iAKUJB~ 
szllEmSIcN~:24-JuL-2m 

SYslEM (MANUAL wi-muam) 

510(k) m Am ZFCM m?i 

lEVi~:IMP~-,BALLW 
SE:1cNMAD&odJuL2m 
510(k) m 

DEvIm: Pzam MIC AN0 MIc/ID PANEL5 
sEDElzIsIm~:l2~2OOO 
510(k) SU4MY AVAILABLE FRX Fm 

DEvIcE:xxxJSEr~M3DEL2m 
SF.DECISICNM?iDE:17-JU&2ooO 
510(k) SCBNARY AVATUBLE FFCX FDA 



-ADDREssLI~F(3R~-~ (W 510(K) - CR 510(K) .9XEMMS 18-AiG2cm~ 
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F'FZ4FXDUU!EFuRDIEMEDIZINEy; 
ATIN:,SUMXREFP- 
154VIAWARA 
FJAN333m -, ca 92688 

PLL?scmmPEDIcs 
ATIN:I.3AKMn ICU-I 
355OGmEmLAxNIcscr. 
EmxL15-100 
SANDIEG& CA92121-1122 

PRxmAf5AtKmK, INC. 
ATm:MAKrIN - 
1872 l4XiUDE AVE. 
FAIR LAWN, NJ 07410-2812 

-, INC. 
ATlFJ:Lm Em 
2193 !tPADE ZCNE BLVD. 
SMJJcsE,cn95l31 

gJAtmELMIED1a 
ATlN:~ kuERs 
377 Fs3Jm 17 swm 
FlMmaKxBBIm,w07604 

R&DMEDICT+L -, INC. 
ATm:.cJ?ms TmN 
20492 CRESONC BAY DR. #106 
LAKE-, CA92630 

Rm,INc. 
A!lTNzEXXDRIZA 
3465 PCG'AEE AVE., Box 167636 
cX@lXN, Cl3 43616-7636 

RADIaacs,IIc. 
A!lTl'J:KE!VINJO'tXNNEXL 
22 !QPRYAvE. 

510(k) N3: KOO1716 
PHoNEID: 949-463-6146 

510(k) ND: ICI01942 
H-KNENJ: 858-455-2400 

510(k) m: KOCXX86 
PI-KNENJ: 317-870-5610 

510(k) pJ3: I(001418 
J?HXEm: 201-398-7412 

510(k) m KOCOl.24 
PEKNEND: 4084454044 

510(k) NX Km993674 
PHIEN): 201-727-1703 

510(k) m: KOOl117 
PKNEtD: 562-274-0361 

510(k) N3: K(x)1236 
PKNE -m : 419-69_t?481 

510(k) N3: KDo1950 
PI-KNENZI: 781-272-1233 

DEVICZkREIXNSEZ 
SEiJXCISICN~E: 19-JUL-2000 
510(k) m AVAXABLE FXu FDA 

DEvicx: sL&Lus AND SLR-PLUS Sims 
sEDECISICNMADE:25-JULr2OOO 

510(k) SLMNU! AVAIL?CU FIicM FDA 

DESAE:BI~ l!ElI~~~siRIPs 
SElxcISIm~:o3-JuL-2m 
510(k) SUMWY AVAX?UXE lXX.4 FDA 

DEvIa3:---,suMx-Am4.s 
SEixcIsIm~:o5JuG2OOO 
510(k) SU4lARY AVAIUXE FEICM WA 

mm: isE3Exna -n ASSIST DEvIa%s 
SBmaS1mMADE:1(MuL2000 
510(k) Smm4mI' 

IEvIa3:Kxzmr~C~ 
SBmaS1mMADE:l3-LKL-2000 
510(k) m AVAIUBLE FXt4 FDA 

DEvIcs3:ozr4KmsTIM 
SEDEcIS1m~:05-JuL-2000 
510(k) SLpppIRy Am FXM FDA 

DEvIa3: cxTIa - sY= t-1 
SBDECISICNMADE:26-JUL-2ooO 
510(k) Sw#sRY AVAILABU FIWM FM 

BfJmmxm,MA01803 



18-A&2Ow 
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XCHETDIEMEI'ICSO=RP. 
Zi!iTN:-ABAKlLL 
9115 r4n.m RD. 
mm,IN46250-0457 

KXZEDlXXSI'ICSCXXtP. 
ATIN:- TI?mlmT 
9115 I-lmxml4Y 
mm, IN 46250 

RXl-EDIBXSTIcSacRp. 
A!rIlN:- 7.mFmm 
9115 HEmRD. 
mm,IN462m57 

XXHEDIXXXXXSQ3RP. 
ATlNzKAYATAYUR 
9115 ISGW Fo. 
INO-, IN46250-0457 

FacmEmRMEDIcALo3Rp. 
LCA!EEER 
ATIN:mKf WILEN 
CNF&wcHEswMEDICXlDR. 
m, IN 55976 

- (PTY) m. 
NJXNEKEI'IX~F~ 
6162 BE 
FcM?XE,VA24018 

510(k) M: K993706 
pH3NEKl: 317-57&3723 

510(k) m: NlOl.356 
PIXNEN3: 317-576-3742 

510(k) NX KOO1421 
PKlw m : 317-57&3742 

510(k) p*3: KtIO1906 
Ff-nIEi rm : 317-57&3544 

510(k) Ex3: KOO1143 

FfmlzM:507-533-%I.2 

510(k) Xx KM11298 
FKNENI: 540-776-0363 

sr3mmFic BcaLs, INC. 510(k) m: KC01446 
A!llN: JANAcRIDGKI Pi-?XFII+D: 909-595-9922 
3221 -W 
FT24mA, CA 91768 

sEEDLIEx;-sEs.m 510(k) ND: KO01723 
ATm:pAMELA PAPiNmlJ PI-REID: 978-772-3552 
5VkIlXXMAvE. 
p;yER, MA 01432 

-, Ix. 
mIWCWC&AADILEITO 
2OOFfxxmxTsT. 
w?iLm?N, MA 02X54-3457 

510(k) NX Koo2049 
FT-KNEPD: 781-647-3900 

510(k) SU4MY Am m EDA 

lIXSVI~:-TESMJP -5, l+SXBL 1986678 
~DEmsIcNMAm:1(MuG2Ocxl 
510(k) SMMY AVAILABU ECt4 FIXi 

DEvia:vm 501,bmEL 3016633 
sEiDEEzsI(TJ~:12-JuL-2m 
510(k) SUMARY AVAILABW FlCM FDA 

DEvia:ELExmsINsuLiN~ 
sEtDEYxsI~M7+m:13JuG2Oco 
510(k) S AVAIUSZ EXM FDA 

DEvia3:l??xumzNF-FoLlEY-,~pERscNA 

sEDECtSICNMDEt:O7-JUL-2ooO 
510(k) SBMARY AVAIIABW FRX FDA 

DEVia: J.A.G. LICZ-KMEIW MANUAL V 
sEDEas1afH?EE:18dLlL-2000 
510(k) ZZXEWRT 

Lllzvla: LIa-rr-cuRED CRIRXMTCBANO- 
sEDEcIs1mppIDo%:21-JuL-2000 
510(k) CTmBQNr 

DEVICE: ccasm ELExmam 
SE !IETISicN eMWE: iSTRrr-'m 
510(k) S&WiRY AeilXZ4 EDA 

lzsNI~:~mIcaLEaRL?I~~ 
SEiDECISICNM?CE:27-JUL-2ooO 
510(k) EXBMARY AVAIUBLE ETCM FIlA 



EuImTIm--mcl)RHm 
EmFTNALDEms1asRmDEmD 

- (=I 510(K) 
lxJRIm'ME~mo1-JuG2m 

SLPFPIRIES aR 510(K) B l&du",22ooc. 
~31~2000 Page 23 

fx%Pm., LTD. 510(k) t0 KM32175 DEV-ICB-~FREE 
ImEwrIH~IN~~ CUiIM(5OMI-aR 

--l?UEX-mG 

A!rmJArw?iPnmER PFKNEIQ: 775-342-261i , 

198AVENWDELAD'EMEWUD 
SEDFCISICNMADE:31-JUL-2000 
SlOlk\ .QlMWW AVATTABLE mm 

SPARKS, NV 89434 
--- \--I ------ _-__- 

SGMPao., LTD. 510(k) m: KM32176 
cNEswIm~IN~- 

DEvIcm~~rmEEP~ 
CLAIM(5OMi-LE 

scENIIEI3mmmGL 

AlmzJAtaAPRKxER PfKNEM: 775-342-2612 
198AVENJEDELAD'EM%AT.D 

SEDECISICNM&DE: 31-JDL-2OC0 

SPARus,Nv89434 
510(k) SWMMY Am FRN FIN 

-~PIAsTipLAsTIcsm. cm., LTD510(k) t-X3: KO01432 DEVICE:DI!iXXAEWFW 
X'IN:ClGETSUN 

-cm44cuwEs,-FREE 
FKNE NJ : 011 862 1578142X&E DEXXSICN MADE: O~-JUL-2000 

ND. 258,YumLJPD. cwIN3oIAo 
-,-m,sH, 

510(k) Sm'm+mm 

sfGEHAl-pLAspIC -510(k) hlD: Koo1836 
mJANNAPTwxER PKNEEX): 775-342-2612 
198AVINJEDELAD'EMEPATB 
tiz?ms, NV 89434-9550 

sIQIN;;HAI - PLXFI'iC PRmXm5lO(k) m: tC~O1837 
mJAtwiPluxER PIDIEND: 862 162 095147 
198AVfiNJEDELAD'ENERALD 
SPARKS, NV 89434-9550 

czmnamw- 
ATm:bl?!Ms cm 
l239OEXTENDAVEMJE 
a3lN3, CA 91710 

w- 
ATm:LmEs cm 
l239OFAsTWA~ 
(Imtxl, c4 91710 

ETACtcs -10(k) PJD: KOO1861 
PIXNEIKI: 909-262-8860 

pIAsI?%s =10(k) m: ml863 
Fi-KxafJD:%262-8860 

SIC?+S?iDU!GMSTICS:, IJ?Z 5iO(k) 1u?: K993?4i 
ATIN: WiLLlAMRGm FJI-KNEm: 314-286-7880 
545SWlH~AW. 
sr.Lans,m63103 

SiIs BCI, lx. 
ATIN:rxzN?cD - 
N-7 w22025 - RXD 
-, WI 53186 

510(k) m: KOOl770 
F?-KNElND: 262-542-3100 

DEvicx: NITfuLE Ex7xmacm cxnm, PRE-Fu.?Dm, Q;BLxIl$HrrE! 
SEDECISICNMADE: 26-.X&-2ooO 
510(k) sT%mm~' 

DEvicE: NITRIIE -a (ixLJm3, I?iawcmm, agaR BLUE 
SErxicISIcN~:ll-JrJL-2000 
510(k) smmmvr 

DEmcY3: -c FcImEFm (WHITqvINYLPm 
SEDEcIS1mmDE:llYJuL-2000 

Exz4mamm(=uxIEs 

510(k) sM@iRY Am mC&f m 

!lEvlm: EzIDL!zxmmmx T!Zz sETEm 
sEDEcts1cNMADE:03-JuLr2ccil 
510(k) SUWiRY AVAIIAEU IT&x FDA 

DEVILa: BCI M4529A CQ4 DIGITAL I4WWEm 
!!iETDEcIs1avmDE:05YJu&2000 

[IXIMFW, MllEL M4529A 

510(k) SMWZ AVAIUBIE FTC24 FM 



-ADDREssLIm~~~~ 
IrRJ?rmLDEr.zs1crzsFfExmFn 

WI 510(K) 
DuRINs~zFRIcDo1-JuL2m 

- m 510(K) m B-AiG-2000 
THFUXX31dUL-2ooO pase 24 

SIX FcmEx, iIw2. 
ATlNzI3RIMDFMI?S 
10 KXWWDR. 
KEEN3, NH03431 

sMI?H&-m. 
zYriN:ALIcIA FAEVGE 
2925APPLIWRD. 
BAFuLEm, TN 38133 

st4IlH& NEx-llw, INC. 
ATIN:ALXTAEF7NXX 
2925 - RXD 
BAKLIEIT, TN 38133 

- al 
~lXN?UASTEVENS 
t?al ViNIAL ST. x210 
PITBXJXH, PA 15212 

suLzERax!mFEDIcs, INC. 
ml!PANXSEw 
99m - DR. 
AUSTIN, TX 78717 

suL!mtcwD[pEDIcs, Ix!. 
AII?N:MITMELZ,A~ 
99m-DR. 
ADSI'IN, M 78717 

tsuRxmv aRP. 
A!rnJ:- ATDRED 
5743 - DR. 
GtzEmA, CA 93117 

ciuR.YGmGHr, Ix. 
~TIMU-lYJSHE?i 
l2OOlsc!ImmDR., 
cRLAM30, FL 32826 

1717 wEsT CIXLINSAVENJE 
-, CA 92867 

15zNaxBcaTs, INC. 
ATIN:G?SY GlT.KPE 
l313VAVE. 
axDEt&(5oEmO1 

510(k) 1vD: KOOl.318 
PHXF8IU3: 603-352-3812 

510(k) ND: XXX902 
PFKNEED: 901-373-02m 

510(k) rJD: wO1466 
PKNE~: 901-373-0279 

510(k) m ml745 
PHIEND: 412-322-8280 

510(k) m: KOOl320 
ESXEtQ: 5x2-432-9306 

510(k) NX KOOl.536 
EHXJEIUD: 512432-9202 

510(k) W KCXX234 
HNI: 8ix%m-3851 

510(k) m K993328 
PEKNENI: 407-482-4555 

510(k) bKX KOO1876 
R-KNFIPJD: 714-5X-7484 

510(k) m K994016 
FTD4Et-D: 303-279-1914 

DEvia: a?APsY~,~102001 
sEiDEcIsIm~:20JUG2000 
510(k) SMMARY AVAZWLE l%M FDA 

DEvia: mJF#B- IcEmLAm,MmELTED 
sEDFxxsIcN~:1O-JuL-2000 
510(k) SBGRY AVAIIABIE FRX FDA 

IlEvi-: lKx334 siLIm SYslEM 
sEoEcIsIcN~:26-JuLl-2m 
510(k) fiXMARY AVATMECE FIX&f m?i 

DEvia:MI)m~mm~ HIP!sY~ 
sEDECISICN&?ADE:27-JuL2ooO 
510(k) iTIXmmm 

DEna: SOLZER ~ICSINC. -sYmmsTEM 
SFaDECISICNMADE:O7-JUL-2000 
510(k) SUMARY AVAILARW FRX FaA 

rIlEVia: INERa- -ANo FmmJsIoBm 
SEKECISIcNMDE:27Jut2ooO 
510(k) SaM4iRY AVATUSLE m FnA 

DEvIm: BIo- SILiaNEi 5TlIcnN pux: 
sEDEcIs1mmDE:llduLF2000 
510(k) SUMARY AVAIL?mE FKx FM 

DEvIcY3: sLRxLl~, m EXCIMER ISER 
sEDEzxs1cTJppIDE:18-JuL-2m 
510(k) SMd?iRY AWUL?SLE ERX FDA 

DEmcEz!mKE1BrIE 
~DEcIsImMmE: 21~2cm 
510(k) SUMARY Am FRX EDA 

DEvicx: Ff4mmEm,mELl3r-103-3 
mDExxs1mMADE:14-JuL-2000 
510(k) smmm?l' 



st.mcmmADDREss-mcaRHm 
FoRFTN7GDEEISICNSFENERED 

&$JIWUW (SE) 510(K) SUMARES aR 510(K) B 
lxJRmG'MEpERIooo1-JuG2ooo l.HaEH31~2ooO 

SyNocR-w, II?2 
A!lY.N:GARY GIlI.MXE 
l313WRHIERNAvE. 
Gmm&ao80401 

-, INC. 
A!I'IRKENWIHFVANTRAIN 
210 llrmmmE Nxm PARlwe 
sJITE 700 
-, CA 30339 

P.O. BQX 1766 
169ORUSSfELm 
PM&i, PA 19301-1222 

-SPINE 
ATIN:- GZBEKT 
P.O. mx 0548 
169OHJSSELLFxXD 
PMLI, PA 19301 

!rmIlANnLs-a 
A!L'IN:FIDYDGlXRSN 
4329GwulxNFmD 
SWDIEI=JD,C!A92l30 

n-E-CarxTp 
Ts2coo 
ATrN:Riu-mRD I-KEum 
2bnLLAmsm 
!x-; MA 02332 

510(k) m: K994018 
PKNEM3: 303-279-1914 

510(k) m: KOOl276 
PEKNEFXI: 714-281-1256 

510(k) ND: K994161 
RKNEihx): 610-647-9700 

510(k) M: KOO1864 
EJKNEiNJ: 61CL647-9700 

510(k) NX KOOl772 
-ND: 0882236644 

510(k) NX KtXU337 
-ND: 858-792-1235 

510(k) 1JD: I(001515 

PI-KNEEID: 781-582-2328 

510(k) l0 IUXW44 
EKNEiIU3: 510-782-2286 

510(k) N3: KM31524 
Pf3XE~: 740-373-4763 

18-ILircr2ooo~ 
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DEmcx:~,mELm-l25-3 
sEIxXXSXN~:17-JUL-2000 
510(k) sXXEmNC 

510(k) SMYMY AVAlIARW F'S% EDA 

510(k) EZBMARY AWULABIE FlX24 FDA 

510(k) S.M4ARY AVAILMW I?X?4 FDA 

DEvicFl: DANiELs -m-w 
sElxasIoN~:O5-JuL-2m 
510(k) SB4SRY AVAILABB FRX Fm 

DEdIcs:Pxlm?ucrs2OOOmLvIcFLcxR~ sYsIm,MmELP~c 

sEiDEELs1mM?oE:31-JuL2000 
510(k) SWSfAFa AVAEABIE FlUd EDA 

DEVICYk-?_HEREIAaxeSYslpi 
sElxcIsIm~:1~2m 
510(k) SM%RY AVAIIARU ERX Fm 

510(k) SMd?iRY AVAIUBLE FfcM FDA 



TISSIE WIES, INC. 510(k) NJ: Koo2071 
IFImcNsm- AND-- 
zY.rm:JEssE KFa4ER PKNf3 N3 : 4Il5-885-6269 
l37oGf7EmslIIlEFT 
SAN FlvwcIm, CA 94109 

TCP~MFG. lN2. 
A!rm:ART wm 
3234ELL?iL?m?a 
NmFu7rRIcHEY,FL34655 

- S.A. 
Alm:DAvIDw~ 
2mcaEuxYLANE 
SuITEc100 
PLERSNTHILZI, (X94523-3389 

TREKDIXXXXCC!ZSlB%,INC. 

29299 - FQ., scTI?E: 1-K 
-, OH 44145 

!LXKDIXX6l'ICSYSIFZ&,INZ. 
A!mJ:-cm 
2%?%(ZLWESFQ. SUI'IEl-K 
L+iFswm, al 44145 

TmDELLmJxaLlNr'L 
ATIN:KM I-sxaax 
725 'IFIIHl .SITEET 
-, -0, 

!rzMEDImL,INc. 
ATIN:BYKN IaHLER 
15858 S.W. UPFm BOCNES JmmY 

k lzs4D33, CR 97035 

15OGUhmXAvE. 
NXWALK,CrO6856 

LJNIVEC, INC. 
m: s Llivmsm 
22 DUEKNCT. 
B, NY 11735 

510(k) EID: KOWO50 
PKNEPD: 8l3-645-2855 

510(k) m: KC01932 
PIXElEM: 925-356-2640 

510(k) m: IUlO1558 

PIXNErJD: NO-2X-9036 

510(k) m KOO1573 
F¶zmm:440-250-1665 

510(k) ND: KOOU.37 
RIWEN3: 519 455 7060 

510(k) ND: K993205 
FHXGPD: 503-639-7221 

510(k) EID: KM)1450 
PKNEIIW: 203-845-1390 

510(k) m: K993996 
PHXEFJD: 516-777-2OCO 

DEVICZ:SXT!mR49oFTTISSUE -a'IuBEm lIIsEmI~Too&m 

SEDEaS1mwmEi:24-JuL-m 
510(k) sl7Qmmr 

DEvIc33:rlDPQUALITYC EemNATImGIIxlEs 
SEDECISICNMADF,: 27-JUL-2000 
510(k) SWWiW Am m m 

510(k) SUMARY AVAILAEW lTQ4 FDA 

DEVIc33: S&NSml%24m -ILITY- (QuINupRIsrINm 

SEiDErISIcNwDE:24duL-2000 
510(k) tTMmENT 

DlmcE:~Ellus~~KHDING-(“vH3”) 
SEDFcIS1cNMzxm05-JuL-m 
510(k) .%NEMmr 

DEvIa3: ExxxTmEnx,MmELPAD5010 
sEDExxSICNMADFl:2oJuG2ooo 

510(k) SIXmm?r 

DEvIcE:ALrmSurmEm~~ICcIIPc!LlIPAppLlER 
SEDEcISImM?!m:1aJuL-~ 
510(k) SUMMARY AVAIIAEU FRX FDA 

DEvIaz:uNIvExzAuIo-DI~HypooIEFF3Ic~ 
SEDHXSICNHADE: 17-JUL-2000 
510(k) .YIWEWm 
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USA-, INC. 
ATIWFCNY TllxMxi 
1515 DMNER DRIVFI 
AuKR?i, ai 44202 

510(k) ND: KOO15B2 
PI-KNEm:330-562-loo0 

vmEoDEzvmL -, INC. 510(k) NZx HI01541 
AlTN:m -IN P~:904-672~50 
llOEASTGFG!NNXKULEWNl 
suI?E 208; P.O. BOX 36 
cEamm BEAM, FL 32175-036 

WXURW MEmc& - 1, ItCSlO(k) ND: KDo1430 
N'INzoawrJA~ PI-mm r-83 : 916-7336870 
3941JSl!REET 
sJI!m 354 
Sruxwmm,ca95819 

VSM-IIu=. 510(k) ND: KM32046 
taxL~100 

ZSllN:I33AFUlM~IN PKNEiKl: 202-637-5813 
555 l3Tl-I t3lzmET Iw 
bTiamma,Dc20004-llO9 

W.L. aRE & -,m 510(k) E3D: KOOl7B9 
X'IN:R.LARRY PWQT FENEN3: 520-779-2771 
345owfsrmm 
-,, AZ 86002 

W.O.M. GM-ES 
?crm:MIw laxAIL 
194 EwAtxxm 
t"mmIEm,MAo204a 

510(k) N: KOO1533 
PKNEtZD: 509-337-2188 

wlam a-mxaLs, USA, lN2. 
AlIm:TawA l4ALumY 
EOO-~. 
RI-, Ui 23237 

510(k) W x001919 
Pi3lEtKl: &M-714-1925 

MKI a.JE24Im, USA, IM!. 510(k) Mx KOO1920 DEvmaL4AmAlllIIxIT =(A)/ ~,~/looO, 
ATm:laYA l4LuRY FKNEM: 804-714-1925 SEDEcIS1mMADE:23-JuL-2000 __-.. -- 
16oomRD. 
RI-, X4 23237 

kr4D (lImfI=, us% INC. 510(k) 1uD: XXX921 
ATm:!lcr?YA l4ATLmY EKN!JIUD: 804-714-1925 
16COE?&WXD~. 
FU~HKZD, VA 23237 

DEVICXcLIBmiY9OOOBRE?fXo31LWI'IHDIsFoGABLF: BICPSY PLAYX 
SE:SIcN~:17-JUL-2ooO 
510(k) SUtMiRY AVAILABU F'ECM FDA 

DEvIm: MINIW 
SEDEcIsIm~: 21-JuL-2Om 

510(k) SIXmfEm 

DEVICE: REsPlxEm PR3-02c, MmEL2200mDRESPIKmxm,mEL2000 
SEDEiXSICNH'+DE:O5-JUL-2000 

510(k) SUWiRY AVXUAEUZ FFCM lQA 

DEVICX:MYXFICA!MCl'J'IOAtXMUXD KN-INvAsm~--, 

SEnExxSIm~:21JuG2OOO 
510(k) SITmmNT 

DEvIcE:--LINE-D 
sED[EcIs1mMFm:O6-JuLF2000 
510(k) fXRWG!Y AWCIABLZ liXt4 F'Wd 

DEVICX: t3oFGm4 
SEDECISIcNMADE:31-JuL2OOO 
510(k) SU4SARY AVAILABLE FFCM FDA 

DEWIm:wIKDm LP(A)/IXDE DEZdEnSIm 
SJzDEcISI~MmE:23-JuL-2cxxl 
510(k) m 

510(k) SXFt4NT 

DEVIa: mAUIC='TLP(A)/FXPRESS 550 
SJzDEmS1cNM?um23duL-2000 
510(k) sllAIIEMENT 
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K4ma-In4IcALs, USA, 
A!rm: lmYA MAILmY 
16wBErALmmm. 
RI-, VA 23237 

w?ima.iExI~, USA, 
ATm:!KNYA lGar.mY 
XOOBELWXDRD. 
RI-, VA 23237 

wl4Ia aiExIw, USA, 
m:m blAT.Km 
16OOBELLHXD~. 
RI-, VA 23237 

wwo (z%mlIw, USA, 
Al?m:m t-!aTLm 
16OOBELLHXXRD. 
RIU%XD, VA 23237 

lx!. 

INC. 

INC. 

INC. 

510(k) M: KOO1929 
HENEPKI: 80&714-1925 

510(k) m: KOO1931 
FKNEN: 80&71P1925 

510(k) N3: KO01933 
PfKNEM3: 804-714-1925 

510(k) NX KO01934 
EKNEPJD: 804-714-1925 

510(k) Ex3: KLMX265 wELmALLYN, INC. 
A!rlrJ:JxwID - FwNEm:315-685-4133 
4341smlxlslIREET. 
P-0. Bcx 220 
~Fws,NY33153-0220 

zm, Ix. 
M'lN:IALIRADWIUJ.AW 
P-0. xx 708 
t+ms?$a,m46581-0708 

510(k) m: KCQ1989 
HXNEN3: 219-372-4523 

DEvIas: mKDAInlxIT LWA) AJD L-WA) --FaRA 
SEiDECISI(3NMiWE:24-JUL-2ooO 
510(k) - 

DEvIa3:K4aALrKKm WA) & LP(A) -AE.I=ET 
sEDEYxsIcNMADB:24-JuL-2000 
510(k) srA?mmm 

DEvIa:mm =‘(A) & WA) n- BIO 
sEDEcIsIa?MADE:24-JuL+-2000 
510(k) - 

DE!vIc33:mmAlJIcKm WA) & m(A) --cx 
saDEcLsIm~: 
510(k) - 

2bJuLbOO 

510(k) S A- RCSf EM 

IXWImCXxXRAD~~EIBtw.KDEL32-8105 - 
sEDExxsIoN~:2-2000 
510(k) S&NARY AVAIIAEW m FIlA 



lWI?iL 510(k)s 'IHIS FmtIcD 248 
!l-cnxLm- 176 
!IwInLm- 72 


